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Election/Restrictions 

1. Applicant's election without traverse of Group III, claims 30-34 and 37-43 and the 
species of a combination of LIF and bFGF for claim 41 , in the reply filed on October 25, 
2007 is acknowledged. 

2. Claims 1-29 and 35-36 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
October 25, 2007. 

3. Claims 30-34 and 37-43, in so far as they read upon the elected species, will be 
examined upon their merits in the instant Office Action. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 30-34, 37-38 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

6. The term "further subdivided" in claim 30 is a relative term which renders the 
claim indefinite. The term "further" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree of subdivision prior to 
performing the method. Thus, one of ordinary skill in the art would not be reasonably 
apprised of the scope of the invention. 
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7. Claim 30 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are the means by which "selecting" is 
performed. It is unclear if this step encompasses physically separating the cells, or if it 
reads upon the mental step of selecting based upon immunoreactivity. Absent a 
clarification, one of ordinary skill in the art would not be reasonably apprised of the 
scope of the invention, and it potentially raises issues of enablement as to "how" a 
skilled artisan would practice the claimed method. 

8. Claim 30 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential structural cooperative relationships of elements, such 
omission amounting to a gap between the necessary structural connections. See 
MPEP § 2172.01 . The claim recites a method of producing a subdivision of cells "which 
can initiate neurospheres", comprising contacting neural cells with an antibody that 
binds CD15 and selecting CD15* /l0 cells. The omitted structural cooperative 
relationships are the structural characteristics and/or distinguishing features of cells 
"which can initiate neurospheres". Absent a clarification, one skilled in the art would not 
know how to distinguish the cells which "can" initiate from those that cannot. 

9. Claims 32 and 33 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are the means by which "further 
selecting" is performed (see also section 7 above). 
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10. Claims 34 and 37 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: the active steps by which the 
method comprising "removing" the cells that "do not bind MMA" or cells that "are CD24 + " 
are to be performed. 

1 1 . Claim 38 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: the means by which "further 
enriching" is performed. 

12. Claim 39 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: the means by which "selecting" is 
performed (see section 7 above) and the means by which "are enriched" is performed. 

1 3. Claim 40 is rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: the active steps by which the 
method comprising "removing" the cells that are SC20 + is to be performed. 

14. Claim 41 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are: the means by which "selecting" is 
performed, the means by which "removing" is performed, and the steps required for 
"proliferating" cells. 
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15. Claim 42 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01 . The omitted steps are the means by which "selecting" is 
performed. 

16. Claims 31 and 43 are indefinite for depending from indefinite claims. 

Claim Rejections - 35 USC § 102 

16. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

17. Claims 30, 31, 34 and 39 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Gocht et al. Anatomy and Embryology 186: 543-556, December 1992. 

1 8. Claim 30 is drawn to a method of producing a population of cells enriched for 
human central nervous system stem cell (CNS-SC), progenitors or a combination 
thereof comprising contacting neural or neural derived cells with a monoclonal antibody 
that binds CD15 and selecting cells that are CD15"" 0 . Dependent claims recite wherein 
the cells are obtained from primary neural tissue (claim 31) and wherein the antibody 
recognizing CD15 is MMA (claim 34). Claim 39 recites a method comprising selecting 
cells that bind monoclonal MMA antibody. 

1 9. The Gocht prior art teaches that the cluster determinant 1 5, consisting of a 
carbohydrate determinant specifically recognized by several monoclonal antibodies 
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(e.g. My- 1 , SSEA-1 , VEP8, VEP9, VIM-C6 and MMA) was well known within the art as 
capable of identifying subpopulations of neural progenitor cells within the embryonic and 
adult CNS. The prior art specifically teaches contacting fetal (and adult - see lines 1-6 
page 544) human primary brain tissue with MMA antibody and identifying 
subpopulations of neural progenitors that are "low" for CD15 immunoreactivity (Table 1). 
Absent evidence to the contrary, the prior art teaches the method of the claims 
comprising contacting and/or identifying or selecting neural or neural derived cells that 
are CD15" /l0 , wherein the cells are from primary neural tissue and the antibody is 
specifically MMA. Furthermore, the Gocht reference concludes that CD15 contributes 
to the complex interactions involved in cell adhesion and morphogenesis as further 
evidenced by the fact that disruption of CD15 leads to dedifferentiation and 
decompaction of embryonic cells (page 554, last two paragraphs). 

Claim Rejections - 35 USC § 103 

20. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

21 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior, art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

22. Claims 32, 33 and 40-43 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gocht et al. as applied to claims 30, 31 , 34 and 39 above, and further 
in view of Uchida et al. PNAS 97(26): 14720-14725, published December 19, 2000 
(citation C56 on IDS filed 10/30/2006). 

23. Gocht et al teaches a method comprising contacting and/or selecting neural or 
neural derived cells that bind a monoclonal antibody that binds CD15, wherein the cells 
are from primary neural tissue and the antibody is specifically MMA. 

24. Gocht does not teach the method further comprising contacting cells with a 
second monoclonal antibody SC20 (claims 32 and 41) or further comprising contacting 
cells with an anti-CD133 monoclonal antibody (claim 33) nor further comprising 
introducing the cells to a serum-free culture medium containing the instantly-elected LIF 
and bFGF (claim 41), however the Uchida et al. reference teaches methods comprising 
selecting cells that are SC20" /|0 (a.k.a. 8G1) and CD133 + in order to "further enrich 
neurosphere initiating cell activity within the CD133 + CD24' /l0 fraction" (second 
paragraph, page 14720). The Uchida prior art further teaches introducing Neurosphere- 
Initiating cells to serum-free media supplemented with both LIF and bFGF (paragraph 1, 
page 14722). 

25. It would be obvious to one of ordinary skill in the art to combine the methods of 
identifying CD15-/lo subpopulations of cells from primary tissue, as taught by Gocht et 



Application/Control Number: Page 8 

1.0/524,953 

Art Unit: 1649 

al., with further subdivision and culture methods as taught by Uchida et al. One would 
be motivated to combine because the Gocht prior art identifies selective subpopulations 
of cells during human CNS development based upon their CD15 immunoreactivity and 
identifies CD15-negative cells as relatively undifferentiated as compared to CD15- 
positive cells. The Uchida reference teaches methods of isolating and enriching 
cultures of undifferentiated neural stem cells. Taken together, the method as taught by 
Gocht provides a means of identifying the cells that are the obvious starting material for 
the enrichment methods as taught by Uchida. Since each of the elements in 
combination are merely performing the same function as they did separately, then one 
of ordinary skill in the art would have been able to predictably combine the elements 
with a reasonable expectation of success (KSR International Co. v. Teleflex, Inc. 127 S. 
Ct. 1727, 82 USPQ2d 1385, Supreme Court, April 30, 2007). Therefore, the invention 
as a whole is prima facie obvious, if not actually anticipated by the reference. 

Conclusion 

26. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacey MacFarlane whose telephone number is (571) 
270-3057. The examiner can normally be reached on M,W and ALT. F 6 am to 3 pm, T 
& R 5:30 am -4 pm.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Stacey MacFarlane 

Examiner 

Art Unit 1649 
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